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DETAILED ACTION 

Election/Restrictions 

Applicant's election with traverse of Group I, Species C in the reply filed on 
6/26/2006 is acknowledged. The traversal is on the ground(s) that Figs. 4-6 are 
included in Species A. This is found persuasive. 

It is noted that comparison of the claims with Figure 8-9 and 11-13 and the 
specification shows, however, that the species of Figure 8-9 and 11-13 does not have 
"said top end of said cup having a top opening and a generally cylindrical wall defining 
said top opening, said wall having at least two slots diametrically opposed to each other 
and extending downwardly from the uppermost portion of said wall; said generally 
cylindrical wall having an interior cylindrical wall surface that tapers generally outwardly 
in a downward direction from said uppermost portion : a cap associated with each cup 
being generally cylindrically shaped and having a pair of diametrically opposed tapered 
outer surfaces that taper radially outwardly, and having a pair of wing portions extending 
radially outwardly, said pair of wings further comprising vertically extending end 
surfaces : whereby with respect to each cup, said rod is received in each of said slots 
and said cap is positioned in said cup above said rod in a manner in which said tapered 
surfaces contact said interior wall surfaces and said vertically extending surfaces 
contact the outer surface of said generally cylindrical walls " (emphasis added) as 
required in claims 1,11, and 20. These features are illustrated clearly in Species A, 
however, the elected species, Species C, does not appear to have these limitations. 
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Thus, claims 1-26, 43-60 are withdrawn from further consideration pursuant to 37 
CFR 1.142(b), as being drawn to a nonelected invention/species, there being no 
allowable generic or linking claim. Applicant timely traversed the restriction (election) 
requirement in the reply filed on 6/26/2006. 

The requirement is still deemed proper and is therefore made FINAL. 

Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent therefore, 
subject to the conditions and requirements of this title. 

Claims 27-42 are rejected under 35 U.S.C. 101 because they are drawn to non- 
statutory subject matter. In claims 27 and 34, lines 2-3, applicant positively recites part 
of a human, i.e. "a first fastener fixed to a first vertebra, a second fastener fixed to a 
second vertebra". Thus claims 27-42 include a human within their scope and are 
non-statutory. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101. The grant of a limited, but exclusive 
property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 164 USPQ 636 (CCPA 1970). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 27, 30-34, 37-42, 61 and 64 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Nichols (U.S. Patent No. 6,090,111). 

Nichols discloses a spinal rod system for bridging one or more adjacent 
vertebrae, the system comprising a first fastener capable of being fixed to a first 
vertebra; a second fastener capable of being fixed to a second vertebra; a rod 
extending at least between the first and second fasteners (see col. 1, paragraphs 3-4, 
and FIG. 1); a rod retention assembly (see FIG. 4, ref. #10) associated with each 
fastener for retaining the rod relative to each respective fastener; each the rod retention 
assembly comprising a cup (ref. #16 having an open top end and an open bottom end; 
the bottom end of the cup having a generally circular hole forming a bottom opening, the 
bottom opening being sized large enough to allow a portion of the respective fastener to 
pass through while retaining another portion of the fastener in the cup; the top end of 
the cup having a top opening and a generally cylindrical wall defining the top opening, 
the wall having at least two slots (see U-shaped slots, FIG. 2) diametrically opposed to 
each other and extending downwardly from the uppermost portion of the wall; the 
generally cylindrical wall having an interior cylindrical wall surface with at least two 
inverted shoulders (see FIG. 4), each inverted shoulder having a contact surface that is 
inclined in a direction radially outwardly from a center axis of the cup; a cap associated 
with each cup being generally cylindrically shaped and having at least two shoulders 
(see FIG. 4, ref. #56) extending radially outward and each having a shoulder with a 
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contact surface that is inclined in a direction radially outwardly from a center of the cap; 
whereby with respect to each cup, the rod is received in each of the slots and the cap is 
positioned in the cup above the rod in a manner in which the respective contact 
surfaces of the cup and the cap contact each other. The system further comprises a 
sleeve ring (ref. #26) associated with each cup adapted to be positioned in the cup 
adjacent to the bottom opening and further adapted to support the associated fastener 
in the cup. The system further comprises a generally, inwardly tapered conical surface 
formed on the interior of the cup and surrounding the bottom opening, wherein the 
sleeve ring is positioned against the conical surface between the cup and the fastener in 
a manner in which the fastener is supported entirely by the sleeve ring. A generally, 
inwardly tapered conical surface is formed on the interior of the cup and surrounding the 
bottom opening, wherein the lower portion of the screw head rests on the conical 
surface in a manner in which the threaded shaft may be adjusted in angular orientation 
relative to the cup. The system further comprises a fastener head (ref. #22) associated 
with each fastener; and a seat spacer (ref. #42) adapted to rest on top of each the 
fastener head and to be positioned beneath the rod, thereby supporting the rod relative 
to the fastener. The top surface of each the fastener head is generally dome-shaped 
and each the seat spacer has a complementary contact surface that contacts the top 
surface of the respective fastener head in a manner permitting angular adjustment of 
the respective fastener relative to the seat spacer. Each fastener is a screw having a 
head of a diameter greater than the inner diameter of the sleeve ring (surface ridges, 
ref. #26), and having a threaded shaft of a diameter less than the inner diameter of the 
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sleeve ring. The lower portion of the screw head is generally hemi-spherically shaped. 
The sleeve ring rests on the conical surface and the lower portion of the screw head 
rests on the sleeve ring in a manner in which the threaded shaft may be adjusted in 
angular orientation relative to the cup. Nichols further discloses a pedicle screw and rod 
retention system comprising a cup-shaped first retention member (ref. #16) having at 
least one slot for receiving a rod member therein, an open chamber for housing part of a 
fastener therein, a bottom opening from which part of the fastener extends, a top 
opening, and at least one inclined surface; and a second retention member (ref. #18) 
having at least one inclined surface that engages the inclined surface of the retention 
member. The system further comprises a rod engaging mechanism mounted in the 
second retention member that engages the rod (ref. #52). 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 27-29 and 61-67 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Bono et al. (U.S. Patent No. 6,755,829). 

Bono et al. disclose a spinal rod system for bridging one or more adjacent 
vertebrae, the system comprising a first fastener capable of being fixed to a first 
vertebra; a second fastener capable of being fixed to a second vertebra; a rod 
extending at least between the first and second fasteners (FIG 1c); a rod retention 
assembly associated with each fastener for retaining the rod relative to each respective 
fastener; each rod retention assembly comprising a cup (ref. #153) having an open top 
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end and an open bottom end; the bottom end of the cup having a generally circular hole 
forming a bottom opening, the bottom opening being sized large enough to allow a 
portion of the respective fastener to pass through while retaining another portion of the 
fastener in the cup; the top end of the cup having a top opening and a generally 
cylindrical wall defining the top opening, the wall having at least two slots (see U- 
shaped slots, Fig 6b) diametrically opposed to each other and extending downwardly 
from the uppermost portion of the wall; the generally cylindrical wall having an interior 
cylindrical wall surface with at least two inverted shoulders (ref. #159b, FIG. 6c), each 
inverted shoulder having a contact surface that is inclined in a direction radially 
outwardly from a center axis of the cup; a cap associated with each cup being generally 
cylindrical^ shaped and having at least two shoulders (ref. #146) extending radially 
outward and each having a shoulder with a contact surface that is inclined in a direction 
radially outwardly from a center of the cap; whereby with respect to each cup, the rod is 
received in each of the slots and the cap is positioned in the cup above the rod in a 
manner in which the respective contact surfaces of the cup and the cap contact each 
other. A screw (col. 6, lines 23-27) is associated with each cap and adapted to be 
inserted through a screw hole (ref. #145) in the cap and further adapted to be tightened 
to apply pressure to the rod in order to lock the rod relative to the cup and to draw the 
respective contact surfaces against each other in a manner in which the generally 
cylindrical wall is biased radially inwardly. Each fastener is adapted to be locked with 
respect to its associated cup by progressive tightening of the respective screw. Bono et 
al. further disclose a pedicle screw and rod retention system comprising a cup-shaped 
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first retention member (ref. #153, see FIG. 6b) having at least one slot for receiving a 
rod member therein, an open chamber for housing part of a fastener therein, a bottom 
opening from which part of the fastener extends, a top opening, and at least one 
inclined surface; and a second retention member (ref. # 140) having at least one 
inclined surface that engages the inclined surface of the retention member. The device 
further comprising a tensioning mechanism that selectively increases force between the 
inclined surfaces (col. 6, lines 23-27) and that biases a portion of the first retention 
member radially inwardly toward its central axis. A rod engaging mechanism mounted in 
the second retention member that engages the rod (bottom surface of ref. #140) 
engages the rod and that selectively increases force between the inclined surfaces and 
that selectively increases force between the inclined surfaces, and that biases a portion 
of the first retention member radially inwardly toward its central axis. The reference 
further states that the closure mechanism disclosed is adaptable to a "wide range of 
screws" (col. 2, lines 51-52). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 30-34 and 37-42 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Bono et al. (U.S. Patent No. 6,755,829) in view of Barker et al. (U.S. 
Patent No. 6,280,442). 

Bono et al. discloses the bone screw closure mechanism (including ref. #'s 140 
and 153) disclosed as being adaptable to a "wide range of screws" (col. 2, lines 51-52. 
Bono et al. discloses the claimed invention except for all the particulars of the bone 
screw rod retention assembly, i.e. a sleeve ring adjacent a generally, inwardly tapered 
conical surface formed on the interior of the cup and surrounding the bottom opening, 
the fastener being supported entirely by the sleeve ring, the threaded shaft being 
adjusted in angular orientation relative to the cup, a seat spacer on top of the fastener 
head beneath the rod, the top surface of the fastener head being generally dome- 
shaped, the seat spacer having a complementary contact surface that contacts the top 
surface of the fastener head permitting angular adjustment of the respective fastener 
relative to the seat spacer, the fastener being a screw with a head of a diameter greater 
than the inner diameter of the sleeve ring and having a threaded shaft of a diameter 
less than the inner diameter of the sleeve ring, and the lower portion of the screw head 
being generally hemispherically shaped. 

Barker et al. disclose a bone screw with a sleeve ring adjacent a generally, 
inwardly tapered conical surface formed on the interior of the cup and surrounding the 
bottom opening, the fastener being supported entirely by the sleeve ring, the threaded 
shaft may be adjusted in angular orientation relative to the cup, a seat spacer to rest on 
top of the fastener head beneath the rod, the top surface of each the fastener head 
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being generally dome-shaped, and the seat spacer having a complementary contact 
surface that contacts the top surface of the fastener head permitting angular adjustment 
of the respective fastener relative to the seat spacer, each fastener being a screw with a 
head of a diameter greater than the inner diameter of the sleeve ring, and having a 
threaded shaft of a diameter less than the inner diameter of the sleeve ring, and the 
lower portion of the screw head is generally hemispherically shaped (see FIG. 7) in 
order to provide a bone screw that has improved strength and reduced size (col. 3, 3 rd 
paragraph). 

It would have been obvious to one of ordinary skill in the art to combine to bone 
screw closure mechanism of Bone et al. with the a bone screw with a sleeve ring 
adjacent a generally, inwardly tapered conical surface formed on the interior of the cup 
and surrounding the bottom opening, the fastener being supported entirely by the 
sleeve ring, the threaded shaft may be adjusted in angular orientation relative to the 
cup, a seat spacer to rest on top of the fastener head beneath the rod, the top surface 
of each the fastener head being generally dome-shaped, and the seat spacer having a 
complementary contact surface that contacts the top surface of the fastener head 
permitting angular adjustment of the respective fastener relative to the seat spacer, 
each fastener being a screw with a head of a diameter greater than the inner diameter 
of the sleeve ring, and having a threaded shaft of a diameter less than the inner 
diameter of the sleeve ring, and the lower portion of the screw head is generally 
hemispherically shaped in view of Barker et al. in order to provide a bone screw that has 
improved strength and reduced size. 
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Conclusion 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See attached PTO-892. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mary Hoffman whose telephone number is 571-272- 
5566. The examiner can normally be reached on Monday-Friday 9:00-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eduardo C. Robert can be reached on 571-272-4719. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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